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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 
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DETAILED ACTION 

1 . Claims 45-63 are pending in the instant application. 

Response to Amendment 

2. The amendments to the claims filed on June 23, 2009 have been fully considered. 
The following grounds of rejection have been obviated and are thus hereby withdrawn . 

3. A new ground of rejection is set forth herein, necessitated by Applicant's 
amendment to overcome the 35 USC 1 12 2 nd paragraph rejection. Because the claims 
encompassing the elected species are not allowable, non-elected species remain 
withdrawn from consideration. Applicant will be entitled to rejoinder of non-elected 
species upon allowability of the generic claims. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

4. Claims 45-48 and 54-62 rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for treatment of HSV-1 infection and breast 
cancer, does not reasonably provide enablement for the full scope of treatments claimed. 
The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to practice the invention commensurate in scope 
with these claims. 
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The standard for determining whether the specification meets the enablement 
requirement was cast in the Supreme Court decision of Mineral Separation v. Hyde, 242 
U.S. 261, 270 (1916) which postured the question: is the experimentation needed to 
practice the invention undue or unreasonable? That standard is still the one to be applied. 
In re Wands, 858 F.2d 731, 737, 8USPQ2s 1400, 1404 (Fed. Cir. 1988). MPEP 
2164.01(a) states "There are many factors to be considered when determining whether 
there is sufficient evidence to support a determination that a disclosure does not satisfy 
the enablement requirement and whether any necessary experimentation is undue". The 
factors are applied below to the instant claims. 

The breadth of the claims 

The claims are drawn methods of treating diseases using the instantly elected 
species. The scope of diseases encompassed by the claims in broad, and includes 
for example treatment and prevention of autoimmune diseases such as multiple 
sclerosis (MS). 

The nature of the invention 

Support is based on the in vitro immunostimulatory activity of the instantly 
claimed compound(s). 

The state of the prior art/level of ordinary skill/level of predictability 

The art of treating diseases within the scope of the claims is unpredictable. For 

example: 

• VLA-4 develpment halted in 2005 due to safety concerns, which creates 
obstacles for emerging therapies such as MS (www.redorbit.com) 

• Prevention of MS is not possible in the current state of the art 

• (Collins, published 2007): 

- It is a very difficult area to treat (p. 1750) 

- Majority of compounds failed to demonstrate efficacy in clinical trials 
(p. 1750) 

- Predicted efficacy based on preliminary studies did not result in efficacy 
in patient populations (p. 1750) 

- T cell inhibitors were discontinued in clinical trials for failure to show 
efficacy in treating patient population (Table 1, p. 1747) 

The amount of direction provided by the inventor/existence of working examples 
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Working examples and guidance in the specification is supports the treatment of 
HSV-1 infection and breast cancer. 

The quantity of experimentation needed to make or use the invention 

In the absence of working examples/direction, enablement rests on the existence 

of an art recognized predictable correlation between the disclosed activity and the 

claimed use. Evidence suggests that this requirement is not met for the instant 

case. 

MPEP 2164.01(a) states: 

There are many factors to be considered when 
letermsnin 1 i h trfficieni lei 

< p t 1 te i 1 is that a d u e n * - it- 
isfy trie enablement requirement and whether any nee- 
esv;ti\ experimentation is '""undue." These factors 
include it are i mired to: 

(A) Hie breadth of die claims; 

( B) The nature of the invention.: 

(C) The state of the prior art ; 

(D) The level of one of ordinary skill; 
lE: Thr- It* el of pre hctabdit] in the ait: 

(F) The anionnt of direction provided by the 
inventor; 

(G) The existence of working example s: and 

(H) The quantity of experimentation needed to 
make or use the invention based on die content of the 
disclosure. 

Based on the evidence regarding each of the above factors (see discussion above), 
the specification, at the time the application was filed, would not have taught one 
of ordinary skill in the art how to practice the full scope of the claimed invention 
without undue experimentation. 

Based on the above analysis, the scope of the instant claims lack enablement. 
Conclusion 

5. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUN JAE Y. LOEWE whose telephone number is 
(571)272-9074. The examiner can normally be reached on M-F 7:30-5:00 Est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
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Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Golam M. M. Shameem/ 
Primary Examiner, Art Unit 1626 

/Sun Jae Y. Loewe/ 
8-24-2009 



